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WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
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earned patent term adjustment. See 37 CFR 1.704(b). 
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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 

Claim Objections 

Claim 17 is objected to under 37 CFR 1.75(c), as being of improper dependent 
form for failing to further limit the subject matter of a previous claim. Applicant is 
required to cancel the claim(s), or amend the claim(s) to place the claim(s) in proper 
dependent form, or rewrite the claim(s) in independent form. Claim 17 recites "the 
applicator of claim 17" in line 1 . Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1 and 3 are rejected under 35 U.S.C. 102(b) as being anticipated by the 
Applicant's Admitted Prior Art (AAPA) shown in Figure 1 of the instant application. 
As described in paragraphs 6 through 8 of the applicant's written description, Figure 1 
depicts a side of mid-sectional view of conventional microwave applicator for use in 
thermokeratoplasty operations, the applicator comprising: 

an electrically conducting element comprising at least a pair of elongated 
conductors (electrodes 104, 106) separated by a selected distance and extending from 
a proximal end to a distal end; 
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an insulator (dielectric material 108) disposed between said two conductors to 
provide electrical insulation therebetween; 

a thermally conductive dielectric element (Mylar film 108) thermally coupled to 
said conductors at said distal end, said dielectric element being adapted for positioning 
on a portion of a patient's cornea 102 at interface 122; and 

a cooling device 122 thermally coupled to said dielectric element (Mylar film 108) 
for cooling thereof, wherein application of an electrical signal across said two 
conductors at said proximal end causes generation of electrical energy at said distal 
end penetrating said dielectric element (Mylar film 108). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 18-20, and 25-28 are rejected under 35 U.S.C. 102(b) as anticipated by 

or, in the alternative, under 35 U.S.C. 103(a) as obvious over Shadduck US Patent No. 

6,053,909. 

Shadduck discloses a radio-frequency applicator for use in keratoplasty 
operations (see Figs. 12A-12C and col. 14, line 36+), the applicator comprising: 

a pair of electrodes separated by a selected distance and extending from a 
proximal end to a distal end, said electrodes configured to have a direct contact with 



Application/Control Number: 10/730,327 Page 4 

Art Unit: 3735 

corneal tissue; a dielectric insulator (optical fiber 55) disposed between the electrodes; 
an RF generator for providing the treatment energy; and a feedback system for 
monitoring and controlling the treatment energy (see Figs. 3-5, 7-8B, and 12A-12C). 

Shadduck does not teach that the bottom surface of the conducting element 
element/electrode is partially coated with thermally conductive and electrically insulating 
material as presently claimed. However, it is known in the medical art to dispose 
electrically insulating coating on the forward end of an electrode to prevent direct 
contact between the body tissue and the conductor end so as to limit collateral tissue 
damage. Furthermore, although the optical fiber 55 of Shadduck is not intended for 
insulation between the electrodes, it inherently prevents the possibility of unwanted 
electrical interactions between the electrodes. 

Claims 21-24 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Shadduck in view of Doss US Patent No. 4,381,007. 

Shadduck, described above, does not teach a vacuum source configures to 
apply suction to at least a portion of the corneal tissue as claimed, however, the use of 
negative pressure to position a medical device on a tissue surface is known in the art. 
Doss teaches an alternative keratoplasty apparatus comprising at least a pair of 
electrodes and a vacuum system for positioning the apparatus on corneal surface. 
Therefore, at the time of the applicant's invention, it would have been obvious to one 
skilled in the art to modify Shadduck in view of Doss and use a vacuum source in order 
to position the treatment device on corneal surface of the eye. Properly positioning and 
securing the device on the treatment area would prevent undesired movement of the 
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apparatus in relation to the eye during treatment. This would further prevent exposure of 
treatment energy to undesired tissue region. 

Claims 2 and 4-17 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over the AAPA in view of Doss ('007) and Ryan et al. US Patent No. 6,224,593. 

The AAPA fails to teach concentric electrode design, dimensions of the 
electrodes, or a thermally dielectric material coated on the electrodes as presently 
claimed. However, the use of concentric electrodes or a thin dielectric material coated 
on the distal end of a conductor is known in the medical art. Doss, described above, 
discloses keratoplasty apparatus comprising a concentric bipolar electrode (see Figs. 7 
and 8). Ryan et al. disclose a medical device comprising concentric electrode system in 
which thin dielectric material is coated at least on the distal end of one of the 
conductors. 

Therefore, at the time of the applicant's invention, it would have been obvious to 
one skilled in the art to use concentric electrodes as an equivalent alternative energy 
conductor to deliver the treatment energy. It would have been further obvious to one 
skilled in the art to use a thin dielectric coating on the distal end of an electrode to 
prevent direct contact between body tissue and the conductor end to limit collateral 
damage to the tissue. 

As to claims 7 and 8, the applicant has not disclosed that the dimensions/ 
diameters of the conductor tubes provides an advantage, is used for a particular 
purpose, or solves a stated problem. Hence, at the time the invention was made, it 
would have been obvious to one skilled in the art to use a concentric electrode system 
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comprising an outer conducting tube and inner conducting tube, the outer conducting 
tube having a diameter larger than the diameter of the inner tube, wherein the diameter 
of the outer tube is suitable eye treatment. Furthermore, one skilled in the art would 
have expected Applicants' invention to perform equally well with various diameters of 
the tubes because no advantage is disclosed. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ahmed M. Farah whose telephone number is (571) 272- 
4765. The examiner can normally be reached on Mon-Thur 9:30 AM-7:30 PM, and 9:30 
AM - 6:30 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Patricia Bianco can be reached on (571) 272-4940. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



March 15, 2006. 




